
W DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 

21 CFR Part 520 

Oral Dosage Form New Animal Drugs; Firocoxib 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Final rule. 

SUMMARY: The Food and Drug Administration (FDA) is amending the animal 

drug regulations to reflect approval of a new animal drug application (NADA) 

filed by Merial Ltd. The NADA provides for veterinary prescription use of 

firocoxib chewable tablets in dogs for the control of pain and inflammation 

associated with osteoarthritis. 

DATES: This rule is effective [insert date of publication in the Federal Register]. 

FOR FURTHER INFORMATION CONTACT: Melanie R. Berson, Center for Veterinary 

Medicine (HFV-llO), Food and Drug Administration, 7500 Standish Pl., 

Rockville, MD 20855, 301-827-7540, e-mail: melanie.berson@fda.gov. 

SUPPLEMENTARY INFORMATION: Merial Ltd., 3239 Satellite Blvd., Bldg. 500, 

Duluth, GA 30096-4640, filed NADA 141-230 for PREVICOX (firocoxib) 

Tablets. The application provides for the veterinary prescription use of 

firocoxib chewable tablets in dogs for the control of pain and inflammation 

associated with osteoarthritis. The NADA is approved as of July 21, 2004, and 

21 CFR part 520 is amended by adding new § 520.928 to reflect the approval. 

The basis of approval is discussed in the freedom of information summary. 

In accordance with the freedom of information provisions of 21 CFR part 

20 and 21 CFR 514.ll(e)(2)( ii , a summary of safety and effectiveness data and ) 
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a  2  

d  inform a tio n  submi tte d  to  suppo r t approva l  o f th is  appl ica t ion m a y  b e  seen  in  

th e  Div is ion o f Docke ts M a n a g e m e n t (HFA-305 ) , F o o d  a n d  D rug  

A d m inistrat ion, 5 6 3 0  F ishers  L a n e , r m . 1 0 6 1 , Rockvi l le,  M D  2 0 8 5 2 , b e tween  

9  a .m . a n d  4  p .m ., M o n d a y  th r o u g h  Fr iday.  

U n d e r  sect ion 522(c)(Z)(F)( i )  o f th e  Federa l  F o o d , D rug , a n d  C o s m e tic A ct 

(21  U .S .C. 360b(c)(Z)(F)( i ) ) ,  th is  approva l  qual i f ies fo r  5  years  o f m a r k e tin g  

exclusivi ty beg inn ing  July 2 1 , 2 0 0 4 . 

T h e  agency  has  d e te r m i n e d  u n d e r  2 1  C F R  2 5 .33(d) ( l )  th a t th is  ac tio n  is 

o f a  type th a t does  n o t ind iv idual ly  o r  cumu la tively have  a  signi f icant e ffec t 

o n  th e  h u m a n  env i r onmen t. The re fo re , ne i the r  a n  env i r onmen ta l  assessmen t 

no r  a n  env i r onmen ta l  impac t s ta tement  is requ i red . 

Th is  ru le  does  n o t m e e t th e  d e fin i t ion o f “ru le” in  5  U .S .C. 804 (3 ) (A )  

because  it is a  ru le  o f “pa r t icular appl icabi l i ty.” The re fo re , it is n o t subject  

to  th e  congress iona l  rev iew requ i r emen ts in  5  U .S .C. 8 0 1 - 8 0 8 . 

List o f Sub jec ts in  2 1  C F R  P a r t 5 2 0  

A n ima l  d rugs . 

n  There fo re , u n d e r  th e  Federa l  F o o d , D rug , a n d  C o s m e tic A ct a n d  u n d e r  

a u thor i ty de lega te d  to  th e  C o m m iss ioner  o f F o o d  a n d  Drugs  a n d  rede lega te d  to  

th e  C e n te r  fo r  V e ter inary  Med ic ine , 2 1  C F R  pa r t 5 2 0  is a m e n d e d  as  fo l lows:  

P A R T  5 2 0 - O R A L  D O S A G E  F O R M  N E W  A N IM A L  D R U G S  

R  1 . T h e  a u thor i ty ci tat ion fo r  2 1  C F R  pa r t 5 2 0  con tinues  to  r ead  as  fo l lows:  

A u thori ty:  2 1  U .S .C. 3 6 0 b . 

n  2 . S e c tio n  5 2 0 .9 2 8  is a d d e d  to  r ead  as  fo l lows:  



* 

I’ 5 520.928 Firocoxib. 

(a) Specifications. Each chewable tablet contains 57 or 227 milligrams (mg) 

firocoxib. 

(b) Sponsor. See No. 050604 in 5 510.600(c) of this chapter. 

(c) Conditions of use in dogs-(l) Amount. 5 mg per kilogram (2.27 mg 

per pound) body weight once daily. 

(2) Indications for use. For the control of pain and inflammation associated 

with osteoarthritis. 



/ (3) Limitations. Federal law restricts this drug to use by or on the order 

of a licensed veterinarian. 

Dated: 
August 2, 2004. 

I 
I 

Linda Tollefson, 
Acting Director, 
Center for Veterinary Medicine. 
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